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INTRODUCTION: 

This  study  seeks  to  determine  whether  Internet-Based  Expressive  Writing  (IB-EW)1,  a 
brief,  lowcost,  easily  disseminated,  and  resource-efficient  intervention,  can  reduce 
psychological  symptoms2  and  improve  functioning3'5  among  Veterans  returning  from 
hazardous  deployments.  Although  Expressive  Writing’s  evidence-base  is  strong  in  civilian 
populations6,  its  efficacy  in  combat  Veterans  has  not  been  tested.  Nevertheless,  Expressive 
Writing,  as  a  highly  private,  readily  accessible,  and  non-stigmatizing  intervention,  holds 
exceptional  promise  in  overcoming  barriers  to  mentally  distressed  Veterans’  help-seeking. 
We  expect  to  further  increase  the  accessibility  of  the  intervention  by  delivering  it  over  the 
internet  (Internet-Based  Expressive  Writing).  Long  term  objectives  of  this  line  of  research 
are  to  develop  and  implement  efficient,  accessible,  and  effective  interventions  that  facilitate 
combat  deployment-to-civilian  life  transitions,  thereby  reducing  risk  of  long-term,  military- 
related  psychopathology  and  disability.  Toward  that  end,  the  study  will  also  determine  who 
is  most  likely  to  benefit  from  Internet-Based  Expressive  Writing  in  order  to  inform 
treatment  implementation  strategies. 


BODY: 

This  section  of  the  Annual  Report  is  organized  according  to  the  study’s  Statement  of  Work 
(SOW)  for  Years  1,  2,  and  3  (months  1-36),  which  appear  throughout  this  section  in 
underlined  font. 

Milestone  V  Preparing  for  Implementation  (Month  1-12) 

We  continued  to  address  remaining  tasks  for  Milestone  1  during  Year  3.  With  the  exception 
of  certain  ongoing  tasks  (e.g.,  quarterly  roster  pulls),  all  Milestone  1  tasks  are  now 
completed!  Main  Study  implementation  began  in  June  2011. 

Task  l:  Obtain  required  approvals  (Months  1~9) 

•  VA  and  DoD  IRB  &  R&D  approvals  (Month  1-6) 

Initial  human  subjects  protection  approvals  and  annual  continuing  review  approvals  were 
obtained  in  past  reporting  periods. 

During  the  current  reporting  period,  we  obtained  VA  IRB  continuing  review  approval  in 
April  2011.  We  submitted  DoD  HRPO  continuing  review  materials  in  May  2011:  as  of  the 

end  of  the  current  reporting  period,  these  materials  remained  under  review. 

•  VA  Central  Office  approval  to  obtain  real  SSNs  and  address  information  (Month  6~9) 
Completed  in  Year  1. 

•  VA  Central  Office  approval  to  access  OIF/OEF  Roster  (Month  6-9) 

Completed  in  Years  1  and  2. 

•  OMB  Exemption  for  Research  (Month  6) 

Completed  in  Year  1. 

•  Web  Ops  review  of  project  web  application  and  posting  of  application  on  the  VA  Web 

Ops  server  (Month  6~9). 

Completed  in  Years  1  and  2. 
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Task  %  Obtain  address  information  for  VA  and  nonVA  users  (Month  1Q- 12) 

After  obtaining  a  sample  of  pilot  participants  (“Pilot  1”,  n-785)  and  their  address 
information  in  Year  2,  we  obtained  a  second  pilot  roster  (“Pilot  2”,  n=800)  with  address 
information  during  the  current  reporting  period.  We  sent  pilot  recruitment  materials  to  half 
(n=400)  of  these  cases,  and  determined  that  further  piloting  was  unnecessary.  The  other 
half  (n=400)  were  then  re-assigned  to  the  Main  Study  cohort. 

Through  our  pilot  work,  we  learned  that  a  much  lower  proportion  of  OEF-OIF  Veterans 
responded  to  recruitment  mailings,  met  study  eligibility  criteria,  and  agreed  to  participate 
than  expected.  We  therefore  obtained  IRB  approval  to  increase  the  size  of  our  recruitment 
sample  for  the  Main  Study  from  6,000  to  20,000,  and  revised  study  procedures  to  complete 
the  Main  Study  recruitment  in  12  months  rather  than  the  15  months  originally  proposed. 

As  such,  we  made  arrangements  to  obtain  four  quarterly  roster  pulls  (each  n=5,000)  for 
recruitment.  During  the  current  reporting  period,  we  obtained  the  first  two  of  four  roster 
pulls  (total  n=10,000),  including  address  information. 

Task  3-  Investigator  kick-off  meeting  at  Minneapolis  VAMC  (Month  ll) 

Completed  in  Year  1. 

Task  4-  Pilot  procedures  for  recruitment  and  participant  tracking  (Months  IQ- 12) 

Product:  Web-based  application  and  study  procedures  ready  for  roll-out 
Pilot  recruitment  began  at  the  end  of  the  previous  reporting  period,  in  August  2010,  and 
continued  into  the  current  reporting  period.  We  sent  recruitment  materials  to  n=785  Pilot  1 
participants  between  August  2010  and  November  2010.  After  revising  study  methods, 
materials,  and  procedures  based  on  these  data,  we  implemented  a  second  round  of  piloting 
(Pilot  2,  n=400),  recruiting  this  cohort  between  February  2011  and  April  2011. 

Following  a  final  round  of  revisions  based  on  Pilot  2  data,  the  study’s  methods,  materials, 
and  procedures  -  including  the  study  website  and  our  internally-developed  participant 
tracking  application  -  were  finalized  for  Main  Study  implementation  in  June  2011.  Main 
Study  recruitment  and  enrollment  began  that  same  month. 

Milestone  2-  Data  Collection  (Month  13-36) 

Pilot  and  Main  Study  data  collection  began  during  the  current  reporting  period.  Enrollment 
in  the  two  pilot  cohorts  began  in  September  2010  and  March  2011,  respectively.  Main  Study 
participants  began  enrolling  in  June  2011. 

Task  5-  Contact  384  OIF/OEF  veterans  per  month  using  mail  recruitment  strategy  (Month 
13-27) 

During  Pilot  1  recruitment,  we  contacted  approximately  n=100  Veterans  per  week,  to 
approximate  the  intended  n=384  Veterans  per  month  proposed  for  Main  Study  recruitment. 
Due  to  the  unexpectedly  low  recruitment  response,  eligibility,  and  participant  enrollment 
rates  observed  in  Pilot  1,  we  increased  our  recruitment  rate  in  Pilot  2,  contacting 
approximately  n=200  Veterans  per  week.  We  also  obtained  IRB  approval  to  increase  the 
overall  number  of  Main  Study  recruitments  from  n=6,000  to  n=20,000  and  adopted 
procedures  to  complete  Main  Study  recruitment  in  12  months  rather  than  the  proposed  15 
months.  After  two  initial  Main  Study  recruitment  mailings  of  n=200  each,  we  ramped  up  to 
our  revised  recruitment  rate,  thereafter  contacting  approximately  n=384  new  Veterans  per 
week  (n=l,667  per  month)  for  recruitment.  Through  the  end  of  the  current  reporting  period, 
Main  Study  recruitment  mailings  were  sent  to  a  total  of  n=4,082  Veterans. 
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Task  6-  Randomize  78  OIF/OEF  per  month  to  three  study  arms  (26  per  study  arm  per 
month)  (Month  13~27) 

During  the  current  reporting  period,  we  enrolled  n=149  Main  Study  participants  between 
6/30/11  and  8/31/11,  which  translates  into  a  randomization  rate  of  approximately  74  per 
month.  We  also  randomized  n-22  Pilot  1  participants  and  n=18  Pilot  2  participants  during 
the  current  reporting  period. 

For  the  Main  Study  cohort,  we  implemented  an  imbalanced  randomization  allocation  plan 
(2  Expressive  Writing  :  2  Control  Writing  :  1  No  Writing)  to  maximize  our  ability  to  detect 
group  differences  between  the  two  writing  groups.  From  6/30/11-8/31/11,  we  randomized  58 
Expressive  Writing  participants  (approx.  29/mo.),  60  Control  Writing  participants  (approx. 
30/mo.),  and  31  No  Writing  participants  (approx.  15/mo.)  in  the  Main  Study  cohort  (see 
table  immediately  below). 

Main  Study  randomizations  by  cohort  and  study  arm:  _ _ 


Total 

Expressive 

Writing 

Control 

Writing 

No 

Writing 

Main  Study 

149 

58 

60 

31 

Pilot  2 

18 

6 

5 

7 

Pilot  1 

22 

7 

8 

7 

Task  7-  Participants  receive  copy  of  study  schedule  through  email  (Months  13~27) 
Participants  set  their  own  study  schedule  on  the  study  website  after  being  randomized  into 
a  study  condition  during  the  online  consent  process.  Once  a  participant  saves  his/her 
session  schedule  on  the  study  website,  we  automatically  email  a  copy  of  the  session 
schedule  to  him/her  and  mail  him/her  a  packet  of  information  about  the  study  that  includes 
his/her  session  schedule. 

Task  8^  Each  month,  78  participants  complete  baseline  assessments  (Month  13~27) 

Of  the  n=149  Main  Study  participants  who  enrolled  between  6/30/11  and  8/31/11,  n=134 
completed  the  baseline  session,  which  translates  into  a  rate  of  approximately  67 
participants  completing  baseline  assessments  per  month.  Of  the  n=22  Pilot  1  and  n=18 
Pilot  2  participants  who  were  randomized,  n=13  and  n=18  completed  baseline  sessions, 
respectively. 

Task  9-  Each  month.  78  participants  in  EW  and  78  participants  in  CW  conditions  complete 
writing  assignments  (Month  13~27) 

Of  the  n=58  Main  Study  participants  who  were  randomized  to  the  Expressive  Writing 
condition,  n=50  completed  their  baseline  assessment  and  were  eligible  to  proceed  to 
their  four  sessions  of  writing.  These  individuals  collectively  completed  146  writing 
sessions  between  6/30/11  and  8/31/11,  a  rate  of  approximately  73  Expressive  Writing 
sessions  per  month. 

Of  the  n=60  Main  Study  participants  who  were  randomized  to  the  Control  Writing 
condition,  the  n=55  who  completed  their  baseline  assessment  proceeded  to  submit  a 
total  of  138  writing  sessions  between  6/30/11  and  8/31/11,  a  rate  of  approximately  69 
Control  Writing  sessions  per  month. 

In  the  Pilot  1  cohort,  the  n=5  EW  and  n=4  CW  participants  who  completed  baseline 
sessions  proceeded  to  complete  13  and  7  writing  sessions,  respectively.  In  Pilot  2,  the 
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n=6  EW  and  n=5  CW  participants  who  completed  baseline  sessions  completed  16  and  12 
writing  sessions,  respectively. 

Task  IQ:  Review  essays  to  assess  risk  of  harm  to  self  or  other  (Month  13-27) 

All  writing  samples  submitted  online  were  reviewed  to  assess  for  elevated  risk  of  harm  to 
self  or  others. 

Of  the  284  writing  samples  submitted  by  Main  Study  participants  during  the  current 
reporting  period  and  reviewed  for  possible  risk  elevation,  three  were  deemed  to  possibly 
confer  elevated  safety  risk  and  were  referred  to  the  study’s  independent  Risk  Assessor  for 
further  assessment.  Two  of  these  yielded  non-emergency  outreach  and  resource  referrals! 
one  was  deemed  not  to  require  any  further  response. 

None  of  the  20  Pilot  1  or  28  Pilot  2  writing  samples  contained  indications  of  elevated  safety 
risk. 

Task  IV  Participants  receive  emails  and  letters  reminding  them  to  complete  3-month 
follow  up  assessment.  Participants  complete  3-month  follow  up  assessment  online 
(Month  16-30). 

Two  reminder  emails  and  two  reminder  mailings  were  sent  to  each  Pilot  1  and  Pilot  2 
participant  prior  to  their  3-month  followup  sessions.  No  Main  Study  participants  have  yet 
reached  their  3-month  followup  reminder  dates. 

Task  12^  Participants  receive  emails  and  letters  reminding  them  to  complete  9-month 
follow  up  assessment.  Participants  complete  9-month  follow  up  assessment  online 
(Month  22-36). 

Two  reminder  emails  and  two  reminder  mailings  were  sent  to  each  Pilot  1  participant  prior 
to  their  9-month  followup  sessions.  For  Pilot  2  and  the  Main  Study  cohorts,  the  final 
assessment  occasion  was  changed  to  a  6-month  rather  than  9-month  followup!  this  change 
was  approved  by  IRB.  Pilot  2  participants  who  reached  their  reminder  dates  each  received 
two  reminder  emails  and  two  reminder  mailings  prior  to  their  scheduled  6-month  followup 
sessions.  No  Main  Study  participants  have  yet  reached  their  6-month  followup  reminder 
dates. 

Task  13-  Contact  of  participants  who  fail  to  complete  3-month  and/or  9-month  follow  up 
assessments  as  scheduled  (Month  16-36). 

No  Main  Study  participants  have  yet  reached  their  3-  or  6-month  followup  reminder  dates, 
and  therefore  no  missed  followup  session  reminders  have  yet  been  implemented  for  the 
Main  Study  cohort.  For  the  Pilot  1  and  2  cohorts,  all  participants  who  missed  a  followup 
assessment  session  received  outreach  according  to  the  established  procedures  for  their 
cohort,  including  email,  postcard,  and/or  telephone  reminders. 


KEY  RESEARCH  ACCOMPLISHMENTS: 

Recruitment  and  Enrollment 
First  Pilot  Cohort  (“Pilot  1”) 

1.  We  began  recruiting  for  piloting  at  the  end  of  the  previous  reporting  period  and 
continued  into  the  current  reporting  period.  We  sent  recruitment  mailings  to 
n=785  Veterans  in  the  Pilot  1  cohort  between  August  2010  and  November  2010. 
Of  these,  n=104  logged-in  to  the  study  website  to  complete  eligibility  questions, 
n=33  met  eligibility  criteria,  and  n=22  completed  the  online  consent  process  and 


7 


W81 XWH-08-2-004  Annual  Report  201 1 


were  randomized  to  a  study  arm  during  the  current  reporting  period.  The 
recruitment  response,  eligibility,  and  enrollment  rates  for  Pilot  1  were  lower 
than  expected. 

2.  We  obtained  feedback  about  the  study  from  a  number  of  Pilot  1  participants  who 
had  enrolled  in  the  study  as  well  as  some  who  were  recruitment  non-responders. 
In  addition  to  general  feedback  about  the  study  and  its  website,  we  specifically 
sought  feedback  related  to  recruitment  and  enrollment  methods  and  materials  in 
order  to  inform  possible  revisions  to  improve  our  response  rate. 

3.  Based  on  Pilot  1  implementation  and  feedback  obtained  from  a  subset  of 
participants,  we  gained  approval  for  a  series  of  IRB  amendments  aimed  at 
improving  our  recruitment  methods,  consent/enrollment  process,  and  other  study 
procedures.  We  also  secured  approval  to  contact  up  to  n=800  additional  pilot 
participants  to  test  these  revised  procedures. 

Second  Pilot  Cohort  (‘Pilot  2”) 

4.  We  received  approval  to  recruit  up  to  n=800  additional  pilot  participants 
following  Pilot  1.  Of  these,  we  ultimately  contacted  n=400  Pilot  2  Veterans  for 
recruitment  between  February  2011  and  April  2011. 

5.  In  preparation  for  our  Pilot  2  roster  creation,  we  learned  that  we  could  obtain 
both  VA  users  and  non-users  from  VA’s  Environmental  Epidemiology  Services 
(EES),  whereas  for  Pilot  1  we  had  obtained  roster  data  for  VA  users  and  non¬ 
users  separately,  from  VA’s  VHA  Support  Service  Center  (VSSC)  and  the  DoD’s 
Defense  Manpower  database  maintained  by  VA’s  EES  office,  respectively.  The 
Pilot  2  roster  pull  was  implemented  exclusively  by  EES,  as  were  all  future  roster 
pulls  (i.e.,  Main  Study  roster  pulls). 

6.  During  Pilot  2,  we  identified  further  revisions  to  study  procedures  that  were 
submitted  to  IRB  and  approved,  including  the  addition  of  further  outreach 
methods  during  enrollment  and  study  participation  aimed  at  increasing 
recruitment,  enrollment,  and  retention  rates  (e.g.,  notifying  Veterans  of  their 
eligibility  by  phone  call  in  addition  to  email). 

7.  After  recruiting  n=400  of  the  n=800  Veterans  in  the  Pilot  2  roster,  we 
determined  that  sufficient  efforts  had  been  devoted  to  piloting  and  that  it  would 
be  preferable  to  focus  on  Main  Study  implementation  rather  than  continuing  to 
pilot.  The  remaining  n=400  Veterans  were  instead  reserved  for  the  Main  Study 
and  later  comprised  the  first  two  recruitment  waves  of  that  cohort. 

8.  Of  the  n=400  Veterans  recruited  for  Pilot  2,  n=182  returned  a  mailed  eligibility 
survey,  n=53  met  eligibility  criteria  and  were  invited  to  participate,  n=24  logged- 
in  to  the  study  website  to  complete  the  consent  process,  and  n=18  consented  to 
participate  and  were  randomized  to  a  study  arm. 

Main  Study 

9.  Because  our  recruitment  response,  eligibility,  and  enrollment  rates  were  lower 
than  expected  during  piloting,  we  obtained  IRB  approval  to  increase  the  number 
of  Veterans  to  contact  for  Main  Study  recruitment  from  n=6,000  to  n=20,000.  As 
well,  because  we  were  behind  schedule  vis-a-vis  the  study’s  Statement  of  Work, 
we  adjusted  our  recruitment  schedule  to  be  completed  in  12  months  rather  than 
15  months  and  shifted  the  final  followup  session  from  9-  to  6-months  post¬ 
baseline  to  reduce  potential  attrition  and  further  compress  the  total  length  of 
study  implementation. 

10.  We  initiated  request  procedures  for  Main  Study  roster  pulls  to  meet  these 
revised  recruitment  plans!  specifically,  we  requested  four  quarterly  pulls  of 
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n=5,000  from  VHA’s  EES.  We  obtained  our  first  Main  Study  roster  pull  in  June 
2011  and  initiated  Main  Study  recruitment  that  same  month,  using  the 
remaining  n=400  Veterans  from  our  previous  Pilot  2  roster  pull  for  our  first  two 
recruitment  waves  and  implementing  our  standard  Main  Study  recruitment 
weekly  waves  of  approximately  n-384  thereafter.  We  obtained  our  second 
quarterly  Main  Study  roster  pull  during  the  current  reporting  period  as  well. 

11.  After  reviewing  the  study’s  stratification  plan  and  within-strata  participation 
rates  from  piloting,  we  identified  a  new  stratification  plan  for  the  Main  Study  for 
the  random  selection  of  OEF/OIF  Veterans.  Beginning  with  the  Main  Study,  we 
no  longer  stratified  by  VA  user  status  or  race,  but  by  gender  only.  We 
proportioned  gender  70-30  male-female  rather  than  50-50  as  during  piloting.  This 
was  to  more  closely  match  our  sample  to  the  population  while  still  oversampling 
female  Veterans  to  allow  sufficient  statistical  power  to  detect  gender  effects. 

12.  We  revised  our  procedures  for  randomizing  consented  participants  to  study  arms 
for  the  Main  Study  based  on  a  review  of  our  participation  rates  during  piloting. 
Our  randomization  procedures  now  allocate  participants  at  a  rate  of  2-2-1 
EW-CW-NoW  rather  than  the  rate  of  l'-l'-l  used  during  piloting.  This  is  to  ensure 
that  a  sufficient  number  of  participants  are  randomized  to  the  two  writing 
conditions  to  maximize  our  ability  to  detect  differences  between  these  two 
groups,  the  comparison  that  is  of  primary  interest. 

13.  Of  the  n=4,082  Veterans  recruited  for  the  Main  Study  through  the  end  of  the 
reporting  period,  n=l,007  returned  a  mailed  eligibility  survey,  n=340  met 
eligibility  criteria  and  were  invited  to  participate,  n=169  logged-in  to  the  study 
website  to  complete  the  consent  process,  and  n=149  consented  to  participate  and 
were  randomized  to  a  study  arm  (n=58  Expressive  Writing,  n=60  Control 
Writing,  and  n=31  No  Writing). 

14.  It  is  worth  noting  that  because  Main  Study  enrollment  is  ongoing,  the  figures  in 
the  preceding  point  are  underestimates  of  the  actual  recruitment  response, 
eligibility,  and  enrollment  rates  we  are  obtaining  in  the  Main  Study.  It  takes 
time  for  recruitment  mailings  to  be  received  by  the  Veterans  and  for  their 
eligibility  forms  to  be  return-mailed  to  us,  and  Veterans  do  not  always  log-in  to 
the  study  website  to  enroll  immediately  upon  being  informed  that  they  are 
eligible  for  the  study.  For  example,  we  have  observed  that  significant  numbers  of 
eligibility  surveys  continue  to  be  returned  by  participants  in  a  given  mailing 
cohort  for  at  least  six  weeks  after  their  first  recruitment  mailing.  As  such, 
although  the  overall  rate  of  eligibility  survey  return  through  the  end  of  the 
reporting  period  was  25%  (1007/4082),  when  considering  just  Veterans  whose 
initial  mailing  was  sent  at  least  six  weeks  before  the  end  of  the  reporting  period, 
the  rate  was  46%  (623/1344). 

Study  Implementation 

15.  Throughout  Pilot  1,  Pilot  2,  and  the  Main  Study  to  date,  we  implemented  study 
procedures,  including: 

>  monitoring  our  study’s  toll-free  phone  number  and  US  mail 
communications  and  responding  to  participant/respondent  inquires  as 
appropriate. 

>  obtaining  and  compiling  sufficient  materials  and  resources  to  implement 
study  recruitment,  enrollment,  and  other  outreach  procedures. 

>  sending  initial  recruitment  mailings  to  approximately  n=384  new 
Veterans  per  week,  plus  additional  recruitment  mailings  to  Veterans 
whose  previous  mailings  had  been  returned  undeliverable  and  for  whom 
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we  had  obtained  new  contact  information;  we  therefore  sent 
approximately  n=500  total  initial  recruitment  mailings  per  week. 

>  sending  weekly  2-  and  4-week  followup  recruitment  mailings  to  Veterans 
who  did  not  respond  to  the  first  mailing. 

>  monitoring  participants’  session  adherence  and  implementing  planned 
outreach  procedures  for  missed  sessions  as  needed. 

>  conducting  additional  outreach  with  Veterans  per  the  study  protocol, 
including  mailings  (e.g.,  post-scheduling  mailings),  emails  (e.g.,  upcoming 
and  missed  session  reminders),  and  phone  calls  (e.g.,  post-eligibility 
phone  calls). 

>  developing  a  set  of  scannable  paper-and-pencil  versions  of  followup 
survey  materials  to  mail  to  participants  who  are  unable  to  complete  follow 
up  sessions  online,  having  these  “Teleform”  versions  printed,  and  mailing 
them  to  participants  as  needed. 

>  periodically  retrieving  study  data  submitted  on  the  website  from  VA  Web 
Ops  and  reviewing  for  quality  assurance. 

>  collecting  process  and  resource  investment  data  to  inform  cost  analysis 
and  process  evaluation  procedures  in  the  future. 

16.  Per  the  study’s  IRB-approved  Safety  Manual,  the  study  coordinator  read  all  pilot 
participants’  writing  samples  that  were  submitted  online  to  assess  for  indications 
of  elevated  safety  risk  throughout  Pilot  1,  Pilot  2,  and  Main  Study  to  date.  There 
have  been  no  difficulties  retrieving  these  data  from  VA  Web  Ops  servers, 
transferring  to  secure  local  servers,  and  accessing  them  locally  to  review.  Of  the 
332  writing  samples  submitted  by  participants  in  the  three  study  cohorts,  three 
were  identified  as  possibly  conferring  elevated  risk  and  were  referred  to  the 
study’s  outside  Risk  Assessor!  none  were  deemed  indicative  of  imminent  risk 
requiring  emergency  intervention. 

17.  Although  we  initially  proposed  to  use  keyword  scanning  software  to  identify 
indicators  of  risk  in  participant  writing  samples,  it  became  clear  during  piloting 
that  this  procedure  would  yield  a  high  rate  of  false  positives  and  could  miss  cases 
with  elevated  safety  risk.  As  such,  all  participant  writing  samples  in  all  three 
study  cohorts  were  read  by  the  study  coordinator  for  risk. 

Pilot  1 

18.  In  Pilot  1,  n=22  participants  were  randomized,  including  n=7  to  the  Expressive 
Writing,  n=8  to  the  Control  Writing,  and  n=7  to  the  No  Writing  conditions.  Of 
these,  n=13  completed  the  baseline  assessment  session  and  were  eligible  to 
continue  with  the  study. 

>  Of  the  n=5  in  the  Expressive  Writing  condition  who  completed  baseline, 
n=5  completed  at  least  one  writing  session  and  n=2  completed  all  four 
writing  sessions.  A  total  of  13  Expressive  Writing  sessions  were 
completed  by  Pilot  1  participants. 

>  In  the  Control  Writing  condition,  n=4  completed  baseline  and  were 
eligible  to  continue  with  the  study.  Of  these,  n=3  completed  at  least  one 
Control  Writing  session  and  n=l  completed  all  four.  These  individuals 
completed  a  total  of  7  writing  sessions. 

19.  In  Pilot  1,  out  of  the  n=13  participants  who  completed  the  baseline  assessment 
session  and  were  eligible  to  continue  with  the  study,  n=9  completed  the  3-month 
followup  session  and  n=4  completed  the  9-month  followup  session. 

20.  Following  Pilot  1,  we  gained  IRB  approval  of  several  protocol  amendments, 
including  an  amendment  revising  the  study’s  writing  instructions  to  improve 
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their  user-friendliness  and  improve  the  relevance  of  the  Control  Writing 
instructions  to  the  population,  an  amendment  revising  aspects  of  the  online 
consent  process,  and  an  amendment  updating  aspects  of  the  consent  process. 


Pilot  2 

21.  For  Pilot  2,  n=18  participants  were  randomized,  including  n=6  to  the  Expressive 
Writing,  n=5  to  the  Control  Writing,  and  n=7  to  the  No  Writing  conditions.  All  of 
them  completed  the  baseline  assessment  session  and  were  eligible  to  continue 
with  the  study. 

>  Of  the  n=6  in  the  Expressive  Writing  condition,  n=5  completed  at  least 
one  writing  session  and  n=3  completed  all  four  writing  sessions.  A  total  of 
16  Expressive  Writing  sessions  were  completed  by  the  Pilot  2  EW 
participants. 

>  In  the  Control  Writing  condition,  n=5  completed  baseline  and  were 
eligible  to  continue  with  the  study.  Of  these,  n=3  completed  at  least  one 
Control  Writing  session,  all  of  whom  completed  all  four  writing  sessions. 

22.  In  Pilot  2,  out  of  the  n=18  participants  who  completed  the  baseline  assessment 
session  and  were  eligible  to  continue  with  the  study,  n=8  completed  their  3- 
month  followup  session  and  n=2  completed  their  6-month  followup  session  as  of 
the  end  of  the  reporting  period. 

23.  Following  Pilot  2,  we  submitted  a  number  of  protocol  amendments  to  IRB  that 
were  approved,  including  minor  revisions  to  study  measures  and  alterations  to 
study  outreach  procedures  aimed  at  improving  our  participation  rates. 

Main  Study 

24.  As  of  the  end  of  the  reporting  period,  n=149  Main  Study  participants  had  been 
randomized,  including  n=58  to  Expressive  Writing,  n=60  to  Control  Writing,  and 
n=31  to  No  Writing.  Of  these,  n=50,  n=55,  and  n=29  (total  n=134)  completed 
their  baseline  assessment  session,  respectively,  and  were  eligible  to  continue 
with  the  study. 

>  Of  the  n=50  Expressive  Writing  participants  who  completed  baseline, 
n=43  have  completed  at  least  one  writing  session  and  n=31  have 
completed  all  four.  A  total  of  146  EW  sessions  were  completed  by  Main 
Study  participants  during  the  current  reporting  period. 

>  Of  the  n=55  Control  Writing  participants  who  completed  baseline,  n=45 
have  completed  at  least  one  writing  session  and  n=29  have  completed  all 
four.  A  total  of  138  CW  sessions  were  completed  by  Main  Study 
participants. 

>  It  is  notable  that,  unlike  the  Pilot  1  and  Pilot  2  cohorts  which  no  longer 
have  any  participants  in  the  writing  phase  of  the  study,  Main  Study 
participants  continue  to  complete  writing  sessions.  Of  the  Main  Study 
participants  who  finished  the  writing  phase  of  the  study  prior  to  the  end 
of  the  reporting  period,  more  than  80%  completed  all  four  sessions. 

25.  No  Main  Study  participants  had  completed  any  3-  or  6-month  followup  sessions 
as  of  the  end  of  the  reporting  period,  as  none  had  yet  reached  their  scheduled 
followup  dates. 

Human  Subjects  Protection/IRB 

26.  We  submitted  VA  IRB  continue  review  materials  in  March  2011  and  received 
continuing  review  approval  in  April  2011.  We  submitted  DoD  HRPO  continuing 
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review  materials  in  May  201 V,  as  of  the  end  of  the  current  reporting  period,  these 
materials  remained  under  review. 

27.  During  the  current  reporting  period,  we  obtained  IRB  approvals  for  a  number  of 
protocol  amendments,  as  described  throughout  the  above  sections. 

28.  During  the  current  reporting  period,  no  serious  adverse  events  (SAEs)  occurred. 

Internet  Application 

29.  During  the  current  reporting  period,  we  periodically  reprogrammed  portions  of 
the  study  website  to  reflect  changes  to  study  methods  and  materials' 

>  Following  Pilot  1,  we  reprogrammed  the  web  application  to  reflect  IRB- 
approved  content  and  procedural  changes,  for  example  revising  writing 
session  programming  to  reflect  changes  to  writing  session  instructions 
that  were  approved  by  IRB. 

>  Similarly,  the  website  was  reprogrammed  in  response  to  revisions  made 
following  Pilot  2. 

>  In  all  cases,  such  revisions  were  first  developed  on  VA’s  web  development 
servers  (i.e.,  the  intranet  version  of  the  website)  while  we  continued  to 
implement  the  extant  version  of  the  website  on  VA  web  production 
servers  (i.e.,  the  internet)  uninterrupted  for  all  study  participants.  Once 
changes  were  made  on  web  development  servers,  the  study  team 
internally  tested  the  performance  of  the  revised  web  pages,  identified  any 
further  revisions  that  were  needed,  and  uploaded  additional  changes  as 
necessary,  until  final  versions  were  ready  for  implementation  on  the 
internet.  Finalized  versions  were  then  uploaded  onto  VA  internet  servers 
for  use  by  study  participants. 

30.  For  all  study  cohorts,  we- 

>  provided  general  information  about  the  study  on  a  publiclyaccessible 
study  home  page,  including  a  downloadable  copy  of  the  study  brochure. 

>  displayed  an  “I  Need  Help  Right  Away”  link  for  distressed  users  on  all 
study  web  pages,  which  navigates  to  a  web  page  with  contact  information 
for  the  VA’s  Veterans  Crisis  Line  and  for  the  study  team. 

>  included  a  set  of  links  to  Veteran  resources  and  other  study-related 
information  (e.g.,  the  study  website’s  privacy  policy)  on  all  study  web 
pages. 

>  maintained  a  secure  web  portal  for  participants  to  log-in  to  the  study 
website  using  a  unique  username  and  password. 

>  implemented  an  online  consent  process  for  Veterans  who  are  eligible  for 
the  study  to  complete  when  logging-in  to  the  study  website  for  the  first 
time. 

>  automatically  randomized  participants  to  a  study  arm  upon  completing 
the  online  consent  process. 

>  provided  a  session  scheduling  page  on  the  website  for  participants  to  set 
their  study  session  schedule  following  randomization  and  to  revise  their 
session  schedule  as  needed  thereafter. 

>  administered  study  measures  to  enrolled  participants,  collecting  data 
online  for  baseline  and  followup  assessment  sessions. 

>  assigned  and  displayed  an  incentive  electronic  gift  card  code  to  each 
participant  upon  completion  of  each  assessment  session  and  embedded  a 
header  on  every  study  web  page  linking  participants  to  a  secure  list  of  all 
incentive  gift  card  codes  earned  to  date. 
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>  implemented  online  Expressive  and  Control  Writing  sessions  for 
participants  randomized  to  those  conditions. 

>  successfully  retrieved  study  data  entered  by  participants  on  our  website 
from  VA  Web  Ops  servers  and  saved  to  secure  local  servers. 

>  monitored  activity  on  the  study’s  website  to  facilitate  study 
implementation. 

>  identified  minor  technical  problems  that  occurred  periodically,  made 
necessary  modifications  to  the  study  website,  and  notified  affected  users. 

>  responded  to  a  small  number  of  users  who  self-reported  having  technical 
difficulties  and  made  minor  modifications  to  the  study  website  in  response 
to  problems  that  were  identified  (e.g.,  difficulty  with  the  website’s  study 
session  scheduling  page  related  to  server-side  and  client-side  time  zone 
issues). 

>  monitored  web  analytics  data  obtained  from  VA  Web  Ops  web  portal  to 
assist  in  evaluating  response  rate  and  other  study  implementation  issues 
(e.g.,  comparing  visits  to  our  website’s  log-in  page  vis-a-vis  actual  log-ins 
recorded  by  the  servers). 

Participant  Tracking 

31.  During  the  current  reporting  period,  we  also  reprogrammed  portions  of  our 
internally-developed  participant  tracking  application  periodically  to  reflect 
changes  to  study  methods  and  materials.  For  example,  prior  to  the  start  of 
recruitment  for  each  new  study  cohort,  we  reprogrammed  the  tracking 
application  to  accommodate  the  new  cohort’s  procedures  and  added  the  ability  to 
output  separate  reports  for  the  new  and  existing  cohort(s).  In  its  final  format,  the 
tracking  application  now  accommodates  all  three  recruitment  cohorts  and  all 
their  respective  methods  and  materials. 

32.  For  all  study  cohorts,  we  populated  the  participant  tracking  application  with 
data  from  VA  Web  Ops  servers  on  a  daily  basis  for  project  management 
purposes,  using  the  tracking  application  to: 

>  track  individual  participants  over  the  course  of  their  involvement  in  the 
study  to  coordinate  participation  activities. 

>  maintain  a  secure  study  crosswalk  to  link  individual  participants  and 
their  study  IDs. 

>  monitor  key  participation  rates  in  real  time,  including  overall  rates  of  log¬ 
in,  eligibility,  consent,  randomization,  scheduling,  and  session  completion, 
as  well  as  additional  specific  information  such  as  response  rates  for 
specific  eligibility  screening  items. 

>  document  general  study  notes,  technical  difficulties  that  were  identified, 
and  other  study-related  information. 

>  generate  semi-automated  email  communications  to  enrolled  participants. 

>  generate  mail  merge  documents  for  mailed  participant  communications, 
such  as  recruitment  and  session  reminder  mailings. 

>  document  all  returned  (undeliverable)  mailings,  including  return  codes 
for  different  types  of  returned  mailings. 

>  display  call  lists  of  individuals  needing  specific  types  of  telephone 
outreach  (e.g.,  eligibility  phone  calls). 

>  document  all  communications  with  study  participants  in  a  communication 
log  embedded  in  the  study’s  tracking  application. 

>  collect  process  and  resource  investment  data  for  later  evaluation. 
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33.  During  piloting,  response  rates  monitored  with  our  tracking  application  were 
used  to  inform  revisions  to  study  methods  and  materials,  as  described  in 
previous  sections. 

34.  For  all  three  study  cohorts,  participant  mailings  that  were  returned  as 
undeliverable  were  referred  to  the  University  of  Minnesota  Health  Survey 
Research  Center  (HSRC)  for  assistance  with  identifying  updated  address 
information!  materials  were  re-sent  accordingly. 

Administrative 

35.  During  the  current  reporting  period,  we  continued  to  meet  regularly  as  a  project 
team  to  coordinate  project  activities. 

36.  Study  personnel  reviewed  writing  samples  for  qualitative  analytic  purposes, 
primarily  focusing  on  the  identification  of  preliminary  themes  since  data 
collection  is  ongoing. 

37.  We  conducted  preliminary  analyses  of  Pilot  1  baseline  and  followup  data. 

38.  Study  personnel  attended  professional  development  trainings  and  participated  in 
online  webinars  on  topics  relevant  to  the  study,  for  example  the  use  of  distance 
technologies  in  VA  clinical  care  and  OEF-OIF  Veteran  mental  health  outcomes. 

39.  Select  study  personnel  were  trained  in  the  Atlas. ti  qualitative  analysis  software 
program. 

40.  The  study  team  completed  a  research  compliance  audit  with  our  facility’s 
research  compliance  officer  in  May  2011. 

41.  We  updated  the  study’s  entry  in  the  U.S.  National  Institutes  of  Health’s 
clinicaltrials.gov  website  as  needed. 

42.  We  submitted  quarterly  technical  progress  reports  to  DoD’s  U.S.  Army  Medical 
Research  and  Materiel  Command. 

43.  We  maintained  a  critical  documents  binder  for  the  study,  including  both  a  paper 
version  and  an  electronic  backup  copy  of  each  document. 

44.  When  Main  Study  recruitment  was  initiated,  the  study  team  met  with  key 
stakeholders,  including  our  facility’s  OEF/OIF  program  team  and  clinical 
provider  groups  (e.g.,  the  posttraumatic  stress  treatment  program,  mental  health 
intake  team,  after  hours  psychiatric  emergency  personnel),  to  establish  working 
relationships,  gain  expert  feedback  about  OEF/OIF  programming,  and  educate 
them  about  the  project. 

45.  We  are  aware  that  the  study  is  behind  schedule  and  are  planning  to  request  a 
no-cost  extension,  as  discussed  with  our  previous  Grant  Officer’s  Representative 
Dr.  Kimberly  del  Carmen,  in  a  conference  call  in  August  2010. 


REPORTABLE  OUTCOMES: 
(None) 


CONCLUSION: 

The  most  significant  accomplishments  of  Year  3  were  completion  of  pilot  work  and 
initiation  of  Main  Study  implementation.  We  completed  an  initial  round  of  piloting,  in 
which  we  learned  that  our  recruitment  response,  eligibility,  and  enrollment  rates  were 
lower  than  expected.  We  revised  a  number  of  study  procedures  and  implemented  a  second 
round  of  piloting  to  test  these  new  procedures.  This  second  round  of  piloting  yielded  a 
number  of  further  revisions  to  the  study  protocol.  In  June  2011,  we  began  recruiting  for  the 
Main  Study.  Because  piloting  indicated  that  our  anticipated  recruitment  response, 
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eligibility,  and  enrollment  rates  had  been  overestimated,  we  substantially  increased  the 
number  of  recruitment  mailings  for  the  Main  Study.  As  well,  because  the  study  is  behind 
schedule,  we  made  arrangements  to  complete  study  recruitment  in  12  months  instead  of  15 
months  and  reduced  the  final  followup  from  9-months  to  6-months  post-baseline  in  order  to 
further  compress  the  total  length  of  study  implementation.  In  the  Main  Study  to  date,  we 
appear  to  be  approximating  our  intended  monthly  enrollment,  and  session  completion 
targets.  Participants  who  enroll  in  the  study  in  general  adhere  to  their  session  schedule, 
with  a  large  majority  completing  their  baseline  and  writing  sessions.  In  the  next  reporting 
period,  we  will  continue  to  closely  monitor  recruitment  response  rates  and  session 
completion  rates  to  ensure  we  obtain  sufficient  pre-  and  post-intervention  data  to 
implement  planned  outcome  analyses. 
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APPENDIX  A:  Statement  of  Work  (SOW) 

Milestone  V-  Preparing  for  Implementation  (Month  1-12) 

Task  V  Obtain  required  approvals  (Months  1-9) 

•  VA  and  DoD  IRB  &  R&D  approvals  (Month  1-6) 

•  VA  Central  Office  approval  to  obtain  real  SSNs  and  address  information  (Month  6‘9) 

•  VA  Central  Office  approval  to  access  OIF/OEF  Roster  (Month  6_9) 

•  OMB  Exemption  for  Research  (Month  6) 

•  WebOps  review  of  project  web  application  and  posting  of  application  on  the  VA 

WebOps  server  (Month  6-9). 

Task  %  Obtain  address  information  for  VA  and  nonVA  users  (Month  10-12) 

Task  3-  Investigator  kick-off  meeting  at  Minneapolis  VAMC  (Month  ll) 

Task  4-  Pilot  procedures  for  recruitment  and  participant  tracking  (Months  10-12) 

Product:  Web-based  application  and  study  procedures  ready  for  rolkout 

Milestone  2-  Data  Collection  (Month  13-36) 

Task  5:  Contact  384  OIF/OEF  veterans  per  month  using  mail  recruitment  strategy  (Month 
13-27) 

Task  6:  Randomize  78  OIF/OEF  per  month  to  three  study  arms  (26  per  study  arm  per 
month)  (Month  1 3_2 7) 

Task  7:  Participants  receive  copy  of  study  schedule  through  email  (Months  13-27) 

Task  8:  Each  month,  78  participants  complete  baseline  assessments  (Month  13-27) 

Task  9:  Each  month,  78  participants  in  EW  and  78  participants  in  CW  conditions  complete 
writing  assignments  (Month  13‘27) 

Task  10:  Review  essays  to  assess  risk  of  harm  to  self  or  other  (Month  13-27) 

Task  11:  Participants  receive  emails  and  letters  reminding  them  to  complete  3-month 
follow  up  assessment.  Participants  complete  3-month  follow  up  assessment  online 
(Month  16‘30). 

Task  12:  Participants  receive  emails  and  letters  reminding  them  to  complete  9-month 
follow  up  assessment.  Participants  complete  9-month  follow  up  assessment  online 
(Month  22-36). 

Task  13:  Contact  of  participants  who  fail  to  complete  3-month  and/or  9-month  follow  up 
assessments  as  scheduled  (Month  16- 36). 

Milestone  3:  Data  Preparation  (Month  37-39) 

Task  14:  Clean  and  merge  assessments  for  data  analysis  (Month  37-38). 

Task  15:  Upload  participant’s  essays  into  ATLAS.ti  for  coding  (Month  37-40) 

Task  16:  Extract  VA  service  use  data  for  all  participants  from  VA  administrative  databases; 
clean  and  merge  data  (Month  39) 

Product:  Data  sets  ready  for  analysis 

Milestone  4-  Data  Analysis,  Dissemination  and  Products  (Month  40-48) 

Task  17:  Conduct  statistical  analyses  to  address  primary  hypotheses  (Month  40-42) 

Product:  Tested  web-based  intervention  for  improving  outcomes  among  OIF/OEF 

veterans  with  post-deployment  reintegration  problems  that  can  be  used  throughout 
VA  for  very  little  expense. 

Task  18:  Code  participant  essays  (Month  40-43) 

Task  19:  Analyze  coded  essays  (Month  43-45) 

Product:  Catalogue  of  post-deployment  reintegration  challenges  and  needs  from  the 
perspective  of  OIF/OEF  veterans  that  can  be  used  to  inform  other  interventions 
Task  20:  Dissemination  and  implementation  plan  meeting  in  Minneapolis  (Month  43) 

Task  21:  Conduct  statistical  analyses  to  address  secondary  and  exploratory  hypotheses 
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(Month  43-45) 

Task  22'-  Dissemination  Activities/Products  and  Deliverables  (Month  46-48) 

•  Manuscript  preparation  (Product) 

•  Report  writing  (Product) 

•  Executive  summary  preparation  and  distribution  to  DoD  and  VA  stakeholders 

(Product) 

•  Presentations  to  DoD  and  VA  stakeholders  (Product) 

•  Presentations  at  scientific  meetings  (Product) 
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